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4a) Of the above claim(s) 23-25.30 and 31 is/are withdrawn from consideration. 
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DETAILED ACTION 

This Office action is responsive to the amendment filed on January 13'*', 201 1. The 
examiner acknowledges the amendments to claims 1, 26, and 35 and the cancellation of claim 
14. Claims 1-13, 15, 16, and 18-37 are pending with claims 23-25, 30, and 31 having been 
withdrawn from consideration. 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

2. Claims 1-13,15,16, 20-22, 26-29, and 32-37 rejected under 35 U.S.C. 102(b) as being 
anticipated by Reimer (US 5618256 A). 

3. Claim 1 ; Reimer discloses an apparatus sized and shaped for intra-vaginal insertion and 
arranged around a central axis for treating urinary incontinence. The apparatus -21- comprises a 
node -22- rotationaUy symmetrical about the central axis wherein the central axis runs 
perpendicular to the length of the device (i.e. from left to right in fig. 8 and passing through node 
-22-). The node is attached to a support section and an anchoring section, each labeled as arms 
-23-. The support section is the arm that contacts the anterior vaginal wall -30- while the 
anchoring section is the arm that contacts the posterior vaginal wall -32- (fig. 13 and col. 5, lines 
60-65). In view of figs. 8, 13, and 18, the node is less than 30% of the entire length of the 
apparatus. 
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4. Claims 2 and 3; the node is approximately the area defined by bevel -24- (fig. 9), which 
is less than 15% of the length of the entire apparatus. 

5. Claims 4 and 5; the apparatus may have three or more arms, for example four arms (col. 

5. lines 1 1-13). In such an embodiment, two of the arms can be considered support arms and two 

can be considered anchoring arms. 

6. Claims 6 and 7; the apparatus may comprise a coating that encapsulates the node, support 
section, and anchoring section (col. 3, lines 44-50); this coating constitutes a cover. 

7. Claims 8 and 9; the entire apparatus, including the node, support, and anchoring sections, 

is flexible (col. 2, lines 53-58 and col. 5, lines 39-46). 

8. Claims 10 and 1 1 ; the device also comprises a device displacer -28- attached to the 
support section (fig. 12). 

9. Claim 12; the device may also comprise support struts -27- interlinking the support arms 
(col. 5, lines 26-30). The examiner notes that only one support strut is shown in fig. 10, however 
in embodiments using more than two arms (such as for example four arms) more than one 
support strut -27- would be present so as to act on each of the arms. 

10. Claim 13; an applicator -33- or -37- adapted to insert the apparatus into a vagina is also 
included (figs. 14 and 18). 

11. Claim 15; the length of each arm is preferably 40-50mm; therefore the length of the 
device in the compressed state, which is equal to the length of each individual arm (figs. 18), is 
also 40-50mm. 
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12. Claim 16; the support section may comprises a plurality of outwardly extending arms 
-23- (col. 5, lines 1 1-13) and an extending insert -27- adapted to increase the diameter of the 
support section by outwardly urging the arms (col. 5, lines 26-31). 

13. Claims 20 and 21; the device also comprises a device displacer -28- attached to the 

support section (fig. 12). 

14. Claim 22; an applicator -33- or -37- adapted to insert the apparatus into a vagina is also 
included (figs. 14 and 18). 

15. Claim 32; when a plurality of arms are provided in the support section (similar to figs. 4- 

6) the arms are configured to lie on either side of the urethra. 

16. Claim 33; a great number of support arms are possible, including at least 4. Reimer 
discloses the device may resemble an "octopus" which would imply up to eight arms are 
contemplated. 

17. Claim 34; the support section does not completely occlude the vagina; therefore at least 
one channel is defined therein, allowing the flow of vaginal secretions past the apparatus (5, lines 
64-65). 

18. Claim 35; the size, or length, of the apparatus is configured to give at least mid-urethral 
support to a urethra (fig. 13). 

19. Claim 36; if the device comprises at least 4 arms (2 for the anchoring section and 2 for 
the supporting section), then the device will resemble the shape of a plus sign. In the expanded 
state, the support section and anchoring section will each have a maximal diameter (i.e. a 
maximal distance between arms tips) greater than the maximal diameter of the node. 
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20. Claim 26; Reimer discloses a method of treating urinary incontinence comprising 
inserting an incontinence treating apparatus into a vagina and deploying the apparatus to render 
urethral (including mid-uretiiral) support (figs. 18 and 13). The apparatus comprises a node -22- 
that is rotationally symmetrical around a central axis of the apparatus as well as support and 
anchoring sections -23-, for supporting the urethra and resisting movement of the apparatus, 
attached to the node. In view of figs. 8, 13 and 18, the node is less than 30% of the length of the 
apparatus as a whole. 

21. Claim 27; insertion is facilitated by an applicator -33- and -37 (figs. 14 and 18). 

22. Claims 28 and 29; the method further comprises removing the apparatus using a device 
displacer -5- or -28- (col. 4, lines 37-39). 

23. Claim 37; Reimer discloses that once the device is deployed, the device does not apply 
enough pressure to block the urethra absent an increase in intra-abdominal pressure (col. 2, line 
65 - col. 3, line 1). 

Qaim Rejections - 35 USC § 103 

24. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between tlie subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

25. Claims 18 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable over Reimer. 

26. Claim 18; Reimer discloses that the device may include a cover in the form of a coating 
(col. 3, lines 44-50) and that the device (including the cover) is configured to provide urethral 
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support, therefore the cover is also configured to provide urethra support. Reimer also discloses 
that the urethra is not completely blocked when the device is inserted into the vagina and that the 
device is used to treat stress incontinence (col. 1, hnes 14-15). Stress incontinence is the 
involuntary leakage of urine upon an increase in abdominal pressure. Although there will 
inherently be some minimal level of force applied to the urethra at all times due to the resilient 
nature of Reimer' s device (which is also true of applicant's device), it would have been obvious 
to one of ordinary skill in the art at the time of the invention that Reimer' s device is configured 
to apply a force to the urethra strong enough to block the flow of urine only during incidences of 
increased abdominal pressure because, under non-increased pressure situations, the user should 
be able to urinate normally and this would not be possible if the urethra is always blocked. 

27. Claim 19; the cover taught by Reimer substantially encapsulates the entire device (col. 3, 
lines 44-50). This would include the support section and any extending inserts -27-. 

Response to Arguments 

28. Applicant's arguments with respect to claims 1-13, 15, 16, 18-22, 26-29, and 32-37 have 
been considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

29. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1. 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
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the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 

final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CATHERINE E. BURK whose telephone number is (571) 270- 
7130. The examiner can normally be reached on Monday-Thursday 9:00 am - 7:00 pm Eastern 
Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor n can be reached on (571) 272-4730. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/C. E. B./ /Charles A. Marmor, II/ 

Examiner, Art Unit 3735 Supervisory Patent Examiner 

Art Unit 3735 
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